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Objective ： To explore the clinical evaluation system reflecting the superiori ty and characterist ics of compre hensive traditional Chinese medicine （TCM） therapy for acute stroke ． Methods ： A randomized controlled trial with single blind in various therapeutic centers was applied on the pa tients with the acute stage of hemorrhagic stroke due to hypertension ， who were allocated to the trial group and the control group ． The trial group accepted the general Western medicine therapy and differential treat ment of traditional Chinese medicine based on stage classification ．Patients in the control group were treated with the general Western medicine and the placebo of traditional Chinese herbal medicine ． The treatment effect was assessed at the ７ th day ， １４th day ， ２１st day ， and ２８th day of posttreatment and after ３month followup ． The clinical evaluation system included the syndromes of TCM （ ZH） ， Glasgow coma standard （GCS） ， nerve functional failure （NF） ， activity of daily living （ADL） ，Barther index （BI） ， quality of life index （QLI） and functional activi ties questionnaire （FAQ） ． Results ： Four hundred and four patients with acute stroke were included ． There were １７８ cases with yang syndrome and ２１ cases with yinsyndrome in the trial group （ n ＝ １９９） ，and there were １６５ cases with yang syndrome and ４０ cases with yinsyndrome in the control group （ n ＝ ２０５） ． The rates of recovery and obvious improvement after ３month treatment in the trial group and the control group were ８６ ．５ ％ and ７３ ．６ ％ respec tively ． There was significant difference between the two groups （ P ＜ ０ ．０１） ． The response sensitivity of the effect items indicated that the sensitivity of GCS began to increase from the ７ th day and was high at the １４th day and the ２１st day for all patients ． The response sensitivity of the NF scale was high for all patients at the １４ th day ， the ２１st day and the ２８th day ． The BI scale and the QLI scale were sensitive to the patients with light and middle stage of stroke at the ２１st day ， and were sensitive to the patients wi th light stage of stroke after ３month followup ． The FAQ scale was sensi tive to the light stroke at the ２１st day and after ３month followup ． The ADL scale was sensitive to all patients at the ２８th day and the pat ients with light stage of stroke after ３month followup ． The ZH scale was sensitive to all patients from ０ to ７ d ， the １４ th day ，and the ２８ th day ． The principle components analysis indicated these ７ i tems could reflect the condition of stroke from ０７ d ， the ２１st day and after ３month followup ， and could be used to evaluate the therapeutic effect of hem orrhagic stroke ．ZH scale and FAQ scale were more sensitive than other effect items at the ２８th day ． Conclusion ： The seven i tems （GCS 、NF 、BI 、QLI 、FAQ 、ADL 、ZH） have high sensibility to all patients in the acute stage of hemorrhage stroke especially at the ２１st day ． The ZH score will change in accord with the con di tion of stroke ， and is appropriate to reflect the condition of stroke ． It is believed that the seven items can form the system of effect evaluation in different stages of stroke ， and the ZH scale is a very important item ． Keywords ： cerebral stroke ； acute disease ；patient outcome assessment ； syndromes Table 1 Response sensitivity of all effect items at each time point
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